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1. KEY POINTS

This Texas Company Product Development Award mechanism is governed by the following

restrictions:

e Company applicants must be based in Texas at the time the application 4

e Recipient companies must currently have or must commit to having

made prior to the distribution of CP
submitted. CPRIT funds must, when

Renewal ications will be accepted (see section 8.3 and section 10.4.8).

tion last submitted (including resubmission) before February 1, 2014, may be

submitted as a new application, even if it was previously resubmitted (see section 8.2).
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2. ABOUT CPRIT
The state of Texas established CPRIT, which may issue up to $3 billion in general obligation

bonds to fund grants for cancer research and prevention.

CPRIT is charged by the Texas Legislature to do the following:

e Create and expedite innovation in the area of cancer research and prod

development, thereby enhancing the potential for a medical or scigfifific breakthrough

the prevention, treatment, and possible cures for cancer;

e Attract, create, or expand research capabilities of public

cancer research and in the creation of high-quality

e Continue to develop and implement the Tex

comprehensive, and complementary i lic, private, and volunteer

sectors involved in cancer prewenii nd research.

CPRIT furthers cancer reseg \di 1al support for a wide variety of
projects relevant to cancer

2.1. Product Developm!

equires that CPRIT’s Oversight Committee

riorities on an annual basis. The priorities are intended to provide
ommittee directs the orientation of the agency’s funding
ent Program’s principles and priorities will also guide CPRIT
pment Review Council on the development and issuance of

uests for Applications (RFASs) and the evaluation of applications submitted

rinciples:
e Moving forward the development of commercial products to diagnose and treat cancer
and improve the lives of patients with cancer

e Creation of good, high-paying jobs for Texans
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e Sound financial return on the monies invested

e Development of the Texas high-tech life sciences business environment

Product Development Program Priorities

bring important products to the market
e Providing funding that promotes the translation of researc

new companies able to compete in the marketplace
e |dentifying and funding projects to develop tools

to cancer research, treatment, and prevention

3. EXECUTIVE SUMMARY

CPRIT will foster cancer research as well a

providing financial support for a wide variet

ent of cancer and the product
efforts. CPRIT encourages applicants who
services (eg, contract research organization

cancer research, prevention, or treatment.

innovative products, services, and infrastructure with significant potential impact
on patient care. These investments will provide companies or limited partnerships located and
headquartered in Texas with the opportunity to further the research and development of new

products for the diagnosis, treatment, supportive care, or prevention of cancer; to establish
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infrastructure that is critical to the development of a robust industry; or to fill a treatment,
industry, or research gap. This award is intended to support companies that will be staffed with a

majority of Texas-based employees, including C-level executives.

S. OBJECTIVES

The long-term objective of this award is to support commercially oriented tiil@&peutic and

potential breakthrough technologies, includi

Eligible stages of research and development

ng program. Financial support will be awarded based upon the breadth and
and development project proposed. Requested funds must be well justified.

ilestone driven.

Funds may be used for salary and fringe benefits, research supplies, equipment, clinical trial
expenses, intellectual property protection, external consultants and service providers, and other

appropriate research and development costs, subject to certain limitations set forth by Texas state
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law. If a company is working on multiple projects, care should be taken to ensure that CPRIT
funds are used to support activities directly related to the specific project being funded. Requests
for funds to support construction and/or renovation may be considered under compelling
circumstances for projects that require facilities that do not already exist in the state of Texas.

Texas state law limits the amount of awarded funds that may be spent on indireg

more than 5% of the total award amount (5.263% of the direct costs).

Consistent with statutory mandate, of the total project budget, CPRIT will ibute $2.00 for

7. KEY DATES

RFA release

Online application opens
Applications due
Invitations to present sent April 2016
Notifications sent if not in April 2016

Presentations to CPRIT*

Award Noti August 2016

August 2016

Applicants wil f their peer review panel assignments prior to the peer review

eeting dates. In ation on the timing of subsequent steps will be provided to applicants later

process.
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8. ELIGIBILITY
8.1. New Applications

e Recipient companies must be Texas based and currently have or must commit to the
following: Company headquarters in Texas; all C-level executives residingg

e An application last submitted (includ
submitted as a new applicatig
e Only 1 coapplicant or the Product Development

Program, a coapplig Jesignated by the applicant organization to

ompany, including the company representative, any senior member or key
personnel listed on the application, or any company officer or director (or any person
related to 1 or more of these individual within the second degree of consanguinity or
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affinity), has not made and will not make a contribution to CPRIT or to any foundation
specifically created to benefit CPRIT.
e A company applicant is not eligible to receive CPRIT funding if the company

representative, any senior member or key personnel listed on the application, or any

company officer or director is related to a CPRIT Oversight Committee 4

e The company applicant must report whether the company, companygf@presentative, 0

other individuals who contribute to the execution of the proposed p t in a substantive

e CPRIT grants will be awarded by co pany applicants. Certain
contractual requirements are mandate by administrative rules.
Although the company cant ability to comply with these
contractual require submitted, applicants should

familiarize themsel before submitting a grant application.

Significant issues ad@ ontract are listed in section 11 and

funded may be resubmitted once and must follow all resubmission

e section 10.4.7). An application that was last submitted (including a

Ication, even if the most recent submittal prior to February 1, 2014, was a
resubmission. It is expected that significant progress will have been made on the project;

a simple revision of the prior application with editorial or technical changes is not
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sufficient, and applicants are advised not to submit an application with such modest
changes.
e An application is considered a resubmission if the proposed project is the same project as

presented in the original submission. A change in the identity of the applicant or

company representative for a project or a change of title of the project t

s previously been awarded grant funding from CPRIT may
lication under this mechanism to be considered for a competitive renewal.

criteria described in section 8 also apply to renewal applications. In

Icants must have received a CPRIT award—a Company Commercialization Award
(this mechanism was called Company Investment in FY 2010), a Company Formation
Award, a Company Relocation Award, a New Company Award, or an Established

Company Award.
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e Before submitting a renewal application, applicants must consult with the Product
Development Programmatic Office (see section 13.2) to determine whether it is

appropriate for their company to seek renewal funding at this time.

9. APPLICATION REVIEW

9.1. Overview

therapeutics, devices, and diagnostics. In ad

review process.

Funding decisions are made f

r additional in-depth due diligence, including—but not limited to—intellectual
property, management, regulatory, manufacturing, and market assessments. Following
the due diligence review, applications will be recommended for funding by the CPRIT

Product Development Review Council based on the information set forth in the due
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diligence and intellectual property reviews, comparisons with applications from the
Product Development Review Panels, and programmatic priorities.
e Program Integration Committee Review: Applications recommended by the Product

Development Review Council will be forwarded to the CPRIT Program Integration

Committee (PIC) for review. The PIC will consider factors including prg

funding.
e Oversight Committee Approval: The CPRIT Oversight

sections 703.6 to 703.8.
9.2.1. Confidentiality of Review

Each stage of application revig all CPRIT Product

ation, the applicant agrees and understands that the only basis for
reconsideration of a grant application is limited to an undisclosed conflict of interest as set
forth in CPRIT’s Administrative Rules, chapter 703, section 703.9.
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Communication regarding the substance of a pending application is prohibited between the
company applicant (or someone on the grant applicant’s behalf) and the following individuals:
An Oversight Committee member, a PIC member, a Product Development Review Panel
member, or a Product Development Review Council member. Applicants should note that the
CPRIT PIC comprises the CPRIT Chief Executive Officer, the Chief Scientific @

Prevention Officer, the Chief Product Development Officer, and the Com

oner of State

serious, or frequent violations of this rule may result in th

from further consideration for a grant award.

9.3. Review Criteria

individual criteria; rather, it
will reflect the reviewers’ he application. Evaluation of the scientific

merit of each application etion of the peer reviewers.

9.3.1.

care for patients with cancer? How would competing products or services affect the value of the

proposed offering?
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Product: Is there demonstrated proof of relevance, and does the product fulfill a clear, unmet
medical or infrastructure need? Has work been conducted that supports the advancement of the
proposed product, service, or technology? Can the product be produced or manufactured in a

commercially viable fashion?

Market Plan: Is there a realistic assessment of the unmet clinical need, markei

there a well-characterized analysis of exit strategy and va

for a reimbursement strategy?

Development Plan and/or Clinical and Reg : an and/or
clinical and regulatory path well characteriz i ilestone driven, and
does it address both a positive and a negativ dget appropriately support

the plan? Is there clarity on regul

nt aware of the competitive

landscape related to his/her ant demonstrated an understanding of the

the stated strategy? Does the team have the needed experience or access to
assistance, facilities, and resources to accomplish all aspects of the
oes the management team have experience in obtaining results that are directly

relevant to the proposed project (eg, product development and registration)?
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Financial Plan: Is there a comprehensive analysis of the aggregate funding required to market or
exit and strategy to raise the required funding? Has the applicant demonstrated that the returns

are sufficient to justify the investment on a risk-adjusted basis?

9.3.2. Secondary Criteria

Secondary criteria include the following:

Budget and Duration of Support: Are the budget and durati

10. SUBMISSION GUILH

Applicants are advised to ca i ~ Is section to ensure the accurate

and complete submission o application. Please refer to the Instructions for

ed via the CPRIT Application Receipt System (CARS)
.org). Only applications submitted through this portal will be

must create a user account in the system to start and submit an application. The coapplicant, if
applicable, must also create a user account to participate in the application. Furthermore, the

Authorized Signing Official (ASO) (an individual authorized to sign and submit an application
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on behalf of the company applicant) must also create a user account in CARS. An application
may not be submitted without ASO approval. Only the ASO is authorized to officially submit the
application to CPRIT. It is acceptable (and not uncommon) for the applicant to also serve as the
designated ASO. However, if the applicant intends to also serve as the ASO, the system requires

the applicant and the ASO have 2 different accounts and user names. ApplicatiQ
accepted beginning at 7 Am central time on January 14, 2016, and must be
central time on February 25, 2016. Submission of an application is considéhed an acceptance

of the terms and conditions of the RFA.

10.2. Submission Deadline Extension

unexpected issues. The applicant’s failure t

approval of a late submission.

Peer review schedules are set faig : ate receipt of an application
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10.3. Product Development Review Fee

All applicants must submit a fee of $1,000 for product development review. Payment should be
made by check or money order payable to CPRIT; electronic and credit card payments are not

acceptable. The application ID and the name of the submitter must be indicated on the.n3

Unless a request to submit the application fee after the deadline has been apprg
payments must be postmarked by the application submission deadline ang
following address:

Cancer Prevention and Research Institute of Texas
P.O. Box 12097
Austin, TX 78711

10.4. Application Components

Applicants are advised to minimize repetitio s to the extent

possible. In addition, applicants should use ncing sections in order to

maximize the amount of information [
10.4.1. Executive Summ

Provide an executive sum 5 the product, service, technology, or

infrastructure proposed; co and size; development or implementation

describe t jsting or proposed compamyinfrastructure and personnel located in Texas for this

endeavor.

ummarizing the application. The presentation should be submitted

slide filling each landscape-orientated page. The slides should succinctly

stract and Significance (5,000-character maximum)

Clearly explain the question or problem to be addressed and the approach to its answer or
solution. The specific aims of the application must be obvious from the abstract although they

need not be restated verbatim from the research plan. Clearly address how the proposed project,
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if successful, will have a major impact on care of patients with cancer. Explain how this
application provides a clear path for acquiring proof-of-principle data necessary for next-stage

commercial development.

10.4.4. Layperson’s Summary (1,500-character maximum)

Provide an abbreviated summary for a lay audience using clear, nontechnica
specifically how the proposed project would support CPRIT’s mission (s
fill a needed gap in patient care or in the development of a sustaina

work on advancing the fields of diagnosis, treatment, or pr

how the company’s work, if successful, will have jOT 1 nts with

particularly if the application is recommend
be used by advocate reviewers in evaluating i pact of the proposed work.
Do not include any proprietary i

10.4.5. Goals and Obje

List specific goals and obje
also be used during the sub
success if the award is made.

plication is approved for funding, this section will be included in the award

re advised not to include information that they consider confidential or
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10.4.7. Resubmission Summary (1-page maximum)

If this is a resubmission, upload a summary of the approach, including a summary of the
applicant’s response to previous feedback. Clearly indicate to reviewers how the application has

been improved in response to the critiques. Refer the reviewers to specific sections gfather

documents in the application where further detail on the points in question ma
a resubmission is evaluated, responsiveness to previous critiques is assessg this is not a

resubmission, then no summary is required.

Note: An application submitted or resubmitted before February,
new application, even if it was previously resubmitted. For

is required.

10.4.8. Renewal Justification Summary

the resulting value for
Texas. Clearly indicate whether (1) th rpinning is the same as that
evaluated during review of the ' T application or (2) whether

reviewed by CPRIT or repr ification of the original product or service
reviewed by CPRIT (either @ this is not a renewal, no summary is

required.

anticipated results. Describe potential problems or pitfalls and alternative
approaches. If clinical research is proposed, present a realistic plan to accrue a sufficient number

of human subjects meeting the inclusion criteria within the proposed time period.
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The Scientific Plan should include a defined Target Product Profile that projects a clear path to
full commercial development. The Target Product Profile should include the parameters below;
the questions are intended to guide the thinking process and may include, but are not limited to,

the examples provided.

e ldentification of a target that is applicable to human cancer treatment.

useful in the treatment of cancer?

e Selection of a lead compound, assay, or device technolo

the preclinical work is meant to supp i inical program requires an

by regulatory authorities.

of the threshold of both the safety and efficacy necessary to be a competitive
product when the product is introduced,

e Absorption, distribution, metabolism, excretion, including, but not limited to, relevant
studies based on route of administration;

e Safety (studies as mandated by ICH Guidelines);
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e Biomarkers (assays) that potentially target specific patient populations for clinical trials;

e Biomarkers (assays) that can serve as potential pharmacodynamic markers of clinical
activity during early clinical trials designed to demonstrate proof of concept;

e Proposed current good manufacturing practice (including estimated costs) that can be
scalable from phase 1 through phase 3. Include information if there are g

formulation.

The scientific plan submitted must be of sufficient depth and q
scrutiny by the highly qualified group of reviewers. To the
plan should be driven by data. In the past, applications
been criticized for assuming that assertions could be ta

much preferred.
10.4.10. Business Plan (15-page maxi

Provide a business plan covering all of the t

applicants will make thoughtful, care limited space. Note that if the

. Clinical anglRegulatory Plans: Provide a detailed regulatory plan, including preclinical
ctivities and the regulatory pathway for major markets. Please describe how
this 1s driven by interactions with the Food and Drug Administration (FDA), if possible.
The regulatory plan should include regulatory communications (including all interactions
to date with the FDA) and strategy, with clarity provided on regulatory matters and current

regulatory strategies.
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C. Risk Analysis: Describe the specific risks inherent to the product plan and how they would

be mitigated.

D. Current and Pending Support: Provide an overview of the funding received, including a

list of funding sources and a comprehensive cap table that should comprise 3 ies Who

you generate a return on this investment.

F. Resources Requested: Summarize the resources req

internal and external. The matching funds an the total

H. Key onnel: For each me e senior management and scientific team, provide a

iefly summarizing his or her present title and position, prior industry

ute to the development or the execution of the project in a substantive,
measurable way. “Substantive” means they have a critical role in the overall success of the
project and that their absence from the project would have a significant impact on
executing the approved scope of the project. “Measurable” means that they devote a

specified percentage of time to the project. The indicated time is an obligatory
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commitment, regardless of whether or not they request salaries or compensation. “Zero
percent” effort or “TBD” or “as needed” are not acceptable levels of involvement for those
designated as key personnel. While all participants that meet these criteria should be

identified as “key,” it is expected that the number of key personnel will be kept to a

minimum.

I. Competitive Landscape: Provide a clear discussion of the competi andscape related

with them.

J. Intellectual Property: Provide a concise
related to the project and list any relev
their titles and dates they were filed/p

ssional experience, awards and honors, and publications relevant to cancer
research. Each biographical sketch must not exceed 2 pages and must use the “Product
Development Programs: Biographical Sketch” template. (In addition, information on the
members of the senior management and scientific team should be included in the “Key

Personnel” section of the Business Plan [see section 10.4.10]).
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10.4.12. Budget

In preparing the requested budget, applicants should be aware of the following:
e Each award mechanism allows for up to a 3-year funding program with an opportunity

for renewal after the term expires. The budget must be aligned with the propese

milestone driven.

e CPRIT considers equipment to be items having a useful li

indirect cost recovery can be found i

at www.cprit.state.tx.us.

of $200,000. S8
r 1, 2015, throug

does not include fringe benefits. CPRIT FY
gust 31, 2016.

effort up to a maxi
2016 is from Septe
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B. Detailed Budget for Year 1: This section should only include the amount requested from
CPRIT; do NOT include the amount of the matching funds or the budget for the total

project. Provide the amount requested from CPRIT for direct costs in the first year of the
project. Direct cost categories include Travel, Equipment, Supplies, Consultant Charges,

Contractual (Subaward/Consortium), Research Related, or Other. Applicag

required to itemize costs.

including salaries and i i i lent care costs, animal care costs,

and other expenses.

s electronic Grant Management System to exchange, execute, and verify

contract documents and grant award reports. Such use shall be in

RIT’s electronic signature policy as set forth in chapter 701, section 701.25.

Texas law specifies several components that must be addressed by the award contract, including
needed compliance and assurance documentation, budgetary review, progress and fiscal
monitoring, and terms relating to revenue sharing and intellectual property rights. These contract

provisions are specified in CPRIT’s Administrative Rules, which are available at
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www.cprit.state.tx.us. Applicants are advised to review CPRIT’s Administrative Rules related to

contractual requirements associated with CPRIT grant awards and limitations related to the use
of CPRIT grant awards as set forth in chapter 703, sections 703.10 to 703.12.

Prior to disbursement of grant award funds, the grant recipient organization must demgnstrate
that it has adopted and enforces a tobacco-free workplace policy consistent wi
set forth in CPRIT’s Administrative Rules, chapter 703, section 703.20.

Project Revenue Sharing: Recipients shoul funding award contract will

include a revenue-sharing agrees i .cprit.state.tx.us/ and will

require CPRIT to have inpu a : , or other financial arrangements
related to the products, ser pported by the CPRIT investment. These
contract provisions are spe istrative Rules, which are available at

WWW.cCprit.state.tx.us.

utside of Texas. Grant applicants are advised to consult CPRIT’s Administrative
Rules, chapter 703, section 703.11, for specific requirements associated with the requirement to

demonstrate available funds.
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13. CONTACT INFORMATION
13.1. HelpDesk

HelpDesk support is available for questions regarding user registration and online submission of

applications. Queries submitted via email will be answered within 1 business day.k

Technical Questions, please go here.

Hours of operation: Monday, Tuesday, Thursday, Friday,
Wednesday, 8 AM to 4 PM ime

Tel: 866-941-7146

Email: Help@CPRITGrants.

13.2. Programmatic Questig

Questions regarding the CPR regarding this or any other funding

opportunity, should be dire ct Development Program Senior Manager.
Tel:

Email:

Website: WWW.cprit.state.tx.us
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